This document provides updates in regulatory requirements regarding conduct of clinical trials in India.

CONTRACTS WITH INVESTIGATOR TO BE SUBMITTED TO CENTRAL DRUGS STANDARD CONTROL ORGANIZATION (CDSCO) {#sec1-1}
==================================================================================================

CDSCO has issued an office order to submit copy of clinical trial agreement to be submitted to CDSCO along with every clinical trial applicationIt was subsequently clarified by CDSCO that if such agreement is not available at the time of submitting the application, same can be provided before initiation of studySuch agreement needs to provide details of financial support, fees, honorarium and payments in kind etc.Details of the order can be read at following URL: [http://www.cdsco.nic.in/Furnising%20of%20information%20in%20respect%20of%20financial%20 support%202013.pdf](http://www.cdsco.nic.in/Furnising%20of%20information%20in%20respect%20of%20financial%20support%202013.pdf).

FORMULA TO DETERMINE THE QUANTUM OF COMPENSATION {#sec1-2}
================================================

The CDSCO has issued formula to determine the quantum of compensation in the cases of clinical trial related serious adverse events of deaths occurring during the clinical trialsAs per the formula proposed the compensation amount will vary from a minimum of Rs. 4 lacs to a maximum of Rs. 73.60 lacs depending on the age of the deceased and the risk factorThe details about the formula can be accessed at following URL: <http://www.cdsco.nic.in/formula2013SAE.pdf>.

ACTIONS ON THE RECOMMENDATIONS OF PROF. RANJIT ROY CHAUDHURY EXPERT COMMITTEE {#sec1-3}
=============================================================================

CDSCO has published actions proposed to be taken on recommendations given by Prof. Ranjit Roy Chaudhury expert committeeProposal for accreditation of EC and Investigator sitesProposal to set up Technical Review Committees for review of clinical trial applications, with possibility to form regional technical review committeesProposal for actions to be taken for shortening of approval timelines for clinical trials and to make an effort to bring it down to 1 monthActions proposed document is available at following URL: <http://www.cdsco.nic.in/Action_RR_Choudhury_Committee__06.11.2013.pdf>.

AV RECORDING OF INFORMED CONSENT PROCESS {#sec1-4}
========================================

CDSCO has issued an office order specifying requirement for AV recording of informed consent processAV recording needs to be done for entire process for consenting to include providing information to the subject and understanding of such consent by the subjectAV recording of the consent is necessary in addition to the written informed consentDetails of the order can be read at following URL: <http://www.cdsco.nic.in/Office%20Order%20dated%2019.11.2013.pdf>.

Expected procedural changes {#sec2-1}
---------------------------

### Declaration for financial status of the company {#sec3-1}

Declaration for financial status of the company would now be required for every new application.

Such declaration should state some facts about financial reports of the company leading to the conclusion of financial solvency of the applicant.
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